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510(k) Summary

In accordance with 21 CFR 807.92 the following summary of information is provided:

Date: l8 August 2OlO
Submitter: GE Healthcare [GE Medical Systems Ultrasound and Primary Care

Diagnostics, LLC]
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare, [GE Medical Systems Ultrasound and Primary Care
Diagnostics, LLC]
T:(4 14)72 1-42 14
F:(414)918-8275
GE Healthcare

Secondary Contact Person: Jim Turner
Regulatory Affairs Manager America's Service
GE Healthcare, [GE Medical Systems Ultrasound and Primary Care
Diagnostics, LLC]
T:(262) 544-3359
F:(414)908-9225

Device: Trade Name: Vivid S5 and Vivid S6 Diagnostic Ultrasound System

Common/Usual Name: Vivid S5, Vivid S6

Classification Names: Class II

Product Code: Ultrasonic Pulsed Doppler Imaging System, 21 CFR 892.1550, 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21 CFR 892.1560, 90-IYO
Diagnostic Ultrasonic Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): Vivid 85 and Vivid 86 Diagnostic Ultrasound Systems, K092079
currently in commercial distribution.

Device Descrip~tion:. The Vivid S5 and Vivid S6 are mobile ultrasound consoles having a wide
assortment of electronic array transducers intended primarily for echocar-
diography with additional capability in vascular and general ultrasound
imaging. Its intuitive user interface, high level of auto-optimization along
with significantly reduced size and weight make it readily maneuverable,
efficient and easy to use.

Intended Use: The device is intended for use by a qualified physician for ultrasound
evaluation of Fetal/Obstetrics; Abdominal/Gynecology; Pediatric;
Small Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular; Mus-
culo-skeletal Conventional and Superficial; Urology (including pros-
tate); Transesophageal; Transrectal; Transvaginal; and lntraoiperative
(abdominal, thoracic, and vascular).
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Technologv: The modified Vivid S5/S6 employs the same fundamental scientific

technology as its predicate devices.

Comparison with the predicate device shows the modified Vivid S5/
56 is of a comparable type and substantially equivalent to the cur-
rent Vivid S5/S6. It has the same overall characteristics, key safety
and effectiveness features, physical design, construction, and mate-
rials, and has the same intended uses and operating modes as the
predicate device. The modified Vivid S5/S6 has additional software
features that are similar to other cleared GE Ultrasound systems.

Determination of Summary of Non-Clinical Tests:

Subsantil Eqivalnce: The device has been evaluated for acoustic output, biocompatibility,
cleaning and disinfection effectiveness as well as thermal, electrical,
electromagnetic, and mechanical safety, and has been found to
conform with applicable medical device safety standards. The
modified Vivid S5/S6 and its applications comply with voluntary
standards as detailed in Section 9, 1 1 and 17 of this premarket
submission. The following quality assurance measures were applied
to the development of the system:

• Risk Analysis
* Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)

* Integration testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary~ of Clinical Tests:

The subject of this premarket submission, the modified Vivid S5/S6,
did not require clinical studies to support substantial equivalence.
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Conclusion: GE Healthcare considers the modified Vivid S5/S6 to be as safe, and
effective as the predicate device(s). The performance of the
modified Vivid S5/S6 is substantially equivalent to the predicate
device(s).
Intended uses and other key features are consistent with traditional
clinical practice, FDA guidelines, and established methods of
patient examination. The design and development process of the
manufacturer conforms with 21 CFR 820, and ISO 1 3485 quality
systems. The device conforms to applicable medical device safety
standards and compliance is verified through independent evalua-
tion with ongoing factory surveillance. Diagnostic ultrasound has
accumulated a long history of safe and effective performance.
Therefore, it is the opinion of GE Healthcare that the Vivid S5/S6
Diagnostic Ultrasound is substantially equivalent with respect to
safety and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Mr. Bryan Behn
Regulatory Affairs Manager
GE Healthcare
9900 Innovation Drive NOV - 5 2010
WAUWATOSA WI 53226

Re: K102393
Trade/Device Name: Vivid S5 and Vivid S6 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: JYN, IYO, and ITX
Dated: October 4, 201 0
Received: October 5, 20 10

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commuerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
reqdirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Vivid 55 and Vivid 56 Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number

6Tc/6Tc-RS
6T/6T-RS
9T/9T-RS

6T-RS



Page 2 - Mr. Behn

If your device is classified (see above) into either class IL (Special Controls) or class Ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device. complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to http://vwww.fda. gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.htin for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
*CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jana Delfino at
(301) 796-6503.

Sincerely yours,

eavidG.BonPhD
Acting Director
Division of Radiological Devices
Office of In Vitro DiagnosticeDevice

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)
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5 10(k) Number (if known):

Device Name: Vivid S5/S6

Nov - 5 2010
Indications for Use:

The current modifications do not change the indications for use. As previously reported and cleared,
the Vivid S5/S6 ultrasound systems are intended for use by, or under the direction of, a qualified
physician for ultrasound imaging and analysis in Fetal/Obstetrics; Abdominal/GYN; Pediatric; Small
Organ (breast, testes, thyroid); Neonatal Cephalic; Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular; Musculo-skeletal Conventional and Superficial; Urology (including prostate);
Transesophageal; Transrectal; Transvaginal; and Intraoperative (abdominal, thoracic, and vascular).

Prescription Use X__ AND/OR Over-The-Counter Use_
(Part 21 CFR 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, 0 Of in Vitro Diagnostic Devices (OIVD)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510(k) Numiber 4 0
Page I of 1

Cofl.nfdent Rml Pt, 1-hii an .d privilged trad smcets ad oteriforation o`G.neral Eleetsi Co. ad a, w~ch,. Oynot be dislosed
to others not mploye.d by General 1lectrc Co. All rights resrvd.
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Vivid55/S6 Ultrasound System Augustl18, 2010

Diagnostic Ultrasound Indications for Use Form

GE Vivid S5IS6 Diacgnostic Ultrasound System
Intended Use: Ultrasound imaging, measurement and analysis of the human body as follows:

____ ~Mode of Operation

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Rfegion of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse#

Ophthalmic

Fetal/Obstetrics p p p p p p p p p p

Abdominall1 '1 p p p P p p P p

Pediatric p p p p p p p p p p

Small Organ (specify)[21 p p p p p p p p p

Neonatal Cephalic p p p p p p p p p p

Adult Cephalic p p p P P P P p p p

CardiacI31 p p p p p p p p p p

Peripheral Vascular P P P P P P P p p p

Musculo-skeletal Conventional P P P P P p P P P

Musculo-skeletal Superficial p p p p p p P P P

Other[ 41 p p p p p p P p p p

Exam Type, Means of Access

Transesophageal p p p p p p p p p p

Transrectal P P P P P P P p p

Transvaginal p p p p p p p p p

Transuretheral

lntraloperadive (specify)[ 51 p p p p p p p p p

Intraoperative Neurological

Intracardiac and Intraluminal

Laparoscopic

N =new indication; P = previously cleared by FDA on Vivid S5/S6 (K071985); E =added under Appendix E

Notes:
[1] Abdominal includes GYN/Pelvic and Renal.
[2J Small organ includes breast, testes, thyroid. r (iiinSg-i
[3J Cardiac is Adult and Pediatric. Division of Radiological Devices
[41 Other use includes Urology. Office of in Vitro Diagnostic Device Evaluation and Sft
[5] Intraoperative includes abdominal, thioracic (cardiac), and vascular (PV)W
[¶I Combined modes are B/M, B/PWD, B/Color/P WD, B/Power/PWD, B/Color M

[]Coded Pulse is for digitally encoded harmonics.. 510K /c 279 3
(PLEASE DO NOT VVRITE BELOWTHIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (ClVD)
Prescription User (Per 21 CFR 801.109)

Confidential and Piivese Thids docutancrs contains confidefntia aridp piilegd lead secrts and olher irirormaso of Gonera Electric Co. ads as acd masy not bo disclosed
to oshe,.not employed by General Elecri Co. All rightsteemd
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Diagnostic Ultrasound Indications for Use Form

GE Vivid SSIS6 with 6Tc/6Tc-RS Transducer"*

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*

Ophthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ

Neonatal Cephalic

Adult Cephalic

Cardiac[ 31 PD PD P P P P P P P P

Peripheral Vascular

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

Other (specify)
Exam Type, Means of
Access

Transesophageal P P P P P P P P P P

Trans rectal

Transvaginal

Transuretheral

Intraolperative (specify)
Intraoperative
Neurological
Intravascular

Laparoscopic

N = new indication
P = previously cleared by FDA; (Transducer previously cleared on Vivid 551S6 (K092079));
E = added under Appendix E-(DvioSgnOf

Notes: Dvso fRdooia eie
[3J Cardiac is Adult and Pediatric. Office of VItoDansiDeceElatn anid Safey
[J] Combined modes are B/M1, BIPWD, BIColorIPWD, BIPowerIPWD, BIColor M.
j#j Coded Pulse is for digitally encoded harmonics. 510K Pi t'rV JV~ 2

[l6Tc-RS is cleared on Vivid S5IS6 BT1O0 (K092079). 6Tc differs from 6Tc-RS only in the connector type.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

C.~otifdetial a~nd Privileged. Thi, doci< n con.ains confidenial and pr~iviegd trad secret and other inrorniation oGc,scl Eetic Co, ad assc iyntbe disclose~d
to others,. noteployed by General Electric Co. All rights rserd.
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Diagnostic Ultrasound Indications for Use Form
GE Vivid S6S6S with STI 6T-RS Transducer".

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
AnatomylRegion of Interest Doppler Doppler Doppler Doppler Doppler Modes Imaging Pulse*

Ophthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiadl31 P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other[ 14

Exam Type, Means of
Access

Transesophageal - P P P P P P P P P P

Transrectal

Trans vag in al

Transuretheral

lntraoperative (specify)[51

lntraolperative Neurological

Intravascular

Laparoscopic

IN = new indication; P = previously cleared by FDA (Transducer previously cleared on Vivid~)
E = added under Appendix EF

Notes: Dvso fRdooia eie
[31 Cardiac is Adult and Pediatric. Office onVirDagstceveEaltonand Safety
j*j Combined modes are B/M, BIPWD, BIColorIPWD, B/Power/PWD, B/Color M.
[*] Coded Pulse is for digitally encoded harmonics. _________________[ tJDue to aTypo, probe ST was not listed in this form's heading in K071985. Tepoa4i t2 ~

55156 K071985 (see Table 2.3.3 - Transducer Characteristics Summary and Special Report)

(PLEASE D0 NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHK Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Confidentia and PI`imleged. This docuen. cntin co,,lidetia and p., ileged wdc secet ad, o mriformation ofGnra Eleclai Co. ad at srichnyno be disclosd
to obmwnt emplo..ed by General Elecami Co. All rights nzcrr.&
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Diagnostic Ultrasound Indications for Use Form
GE Vivid S5136 with STI 9T-RS Transducer"

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other
AnatomylRegion of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse*

Ophthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

CardiaC[ 31 P P P P P P P P P P

Peripheral Vascular

Musculo-skeletal
Conventional

Musculo-skeletal Superficial

Otherf"I

Exam Type, Means of
Access

Transesophageal P P P P P P P P P P

Transrectal

Transvaginal

Transuretheral

Intraoaperative (specify)

Intraoperative Neurological

Intravascular

Laparoscopic

N =new indication; P =previously cleared by FDA,(Transducerpreviously cleared on Viid S51S6 (K07 '5);
E =added under Appendix E

Notes: visio0n Sign-Off)
.*;,:n ot Radiological Devices

[3j Cardiac is Adult and Pediatric. x.w F:jt Danostic vice Evadt~~ua daf
']Combined Modes are EYM, BIPWD, BIColor/PWO, BlPower/PWD, B/Color M.OnadSet

[#J Coded Pulse is for digitally encoded harmonics.
[lDue to a Typo, probe ST was not listed in this form's heading in K071985. The probe is included-in~ lA .~i

S5/S6 K071985 (see Table 2.3.3 - Transducer Characteristics Summary and Special Report) 4 ,~

(PLEASE DO NOT WMITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of ODRH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.109)

Conidntilnndhisleed ,idcumntconais onfdetiaTadirisleed rae.ecrtsandoderinrrmtid osexem EecljeCo an t suh on noib diclse
tooher not employed bly Genera Eleecsic Co. All rights osservd.
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Diagnostic Ultrasound Indications for Use Form
Vividl S5/S6 -with 6T-RS Transduce

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse*

Ophthalmic

Fetal I Obstetrics

Abdominal

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiact 31 P P, P P P P P, P P P

Peripheral Vascular

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Other441

Exam Type, Means of
Access

Transesophageal P P P, P P P P P P, P

Transrectal

Transvaginal

Transurethral

Intraloperative (specify)t51

lntraolperative
Neurological

Intravascular

Laparoscopic

N =newinication P= previously cleared by FDA, (Transducer previoul claedoK~ij O719L)
E = added under Appendix E

Notes: Division of Radiological Devices
[3] Cardiac is Adult and Pediatric. Office of in vitro Diagnostic Device Evaluation and Safety
[*]Combined modes are B/IM, B/PWD, B/Color/PVWD, B/Power/PWD, B/Color M.
[*jCoded Pulse is for digitally encoded harmonics. 510K ii/ Q3 '

[JDue to a Typo, probe 9T was not listed in this form's heading in K071985. Th rol icudee
SS/S6 K071 985 (see Table 2.3.3 - Transducer Characteristics Summary and Special Report)

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRIH, Office of In Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.1 09)

Confidential and Privileged. Ihis dmouent contains confldcntial aridprivileed ade secrets and other irirciation ol Gommer Electhc Co. ad as, such ..tay not be disclosed
to othters oo0 eployed by Geneal Domei Co, All right rserved.
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